Thi<; report is requited by law (7 USC 2143). Failure to accordmq to tne regulations can 
rei^o.i in an order to cease and desist and to be subject r<«naities as provided for in Section 2150.^" 




See reverse si 
additional infon. 


UNITED STATt-S nt-PARTWFNT Oh Af.RlCULTURE 

ANIMAL AND PLANT HfeALTH INSPECTION SERVICE 


1. REGISTRATION NO. 
33-R-0023 


CUSTOMER NO. 
595 


Interagency Report Control No 
01&C-DCA-AN 


FORM APPROVED 
0MB NO. 0679-0036 


ANNUAL REPORT OF RESEARCH FACILITY 

(TYPE OR PRINT) 


2. HEADQUARTERS RESEARCH FACILITY |A/jme Ml AdOrfss. .isng^^ierrrtwith OSCA. 
include Zip Code) 

BAXTER HEALTHCARE CORPORATION 
BAXTER TECHNOLOGY WG2-33 
25212 W. ROUTE 120 
ROUND LAKE. IL 60073 


3. REPORTING FACILITY {List all locations where animals were housed c" used in actual research, testing, teaching or experimentation, or held ':r these purpc-'^es. Attach additional 
sheets if in ' 


FACIUTY LOCATIONSiS rn.v 


(b)(2)High, (b)(7)(F) 



REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACIUTY jArfach Mflitionai sheets if necessjry or use APHIS FORM 7023A } 



An inals Cevered 
By The Animal 
Welfare Regulations 


8. Number of 
animals being 
bred. 

conditioned, or 
held for use in 
teaching, testing, 
experiments, 
research, or 
surgefY but not 
yet used for such 
purposes. 


C. Number of 
animals upon 
which teaching, 
research, 
expenments, or 
tests were 
conducted 
involving no 
pain, distress, or 
use of pain- 
reiisving drugs 


D. Number of animals upon 
which expenments. 
teaching, research, 
surgery, or tests were 
conducted involving 
accompanying pam or 
distress to the animals 
and for which appropriate 
anesthetic, analgesic, or 
tranquilizing drugs were 
used. 


E. Number of animals upon which teaching, 
experiments, research, surgery or tests were 
rroducted lovolvinq arcompany.ng pain or distress 
to the animais and for which the use of appropnate 
anesthetic.anaigesic. or tranquilizing drugs would 
have adversely affected the procedures, results, or 
interpretation of the teaching, research, 
expenments, surgery, or tests. (An explanation of 
the procedures producing pam or distress m these 
animals and the reasons such drugs were not used 
must be attached to this rrpixt} 


TOTAL NO. 
OF ANIMALS 

(Cols. C + 

D + E) 



: ASSURANCE STATEMENTS 


1) Professicnally acceptable standards governing the care, treatment, and use of animals, including appropnate use of anesthetic, analgesic, and tranquilizing drugs, pror to, during, 
and following actual research, teaching, testing, surgery, or experimentation were followed by this research facility. 

2) Each principal investigator has considered alternatives to painful procedures. 

3) This facility is adhering to the standards and regulations under the Act. and it has required that exceptions to the standards and regulations be specified and explained by the 
pnncipat investigator and approved by the institutional Animal Care and Use Committee (lACUC). A sumnnary of all the exceptions is attached to this annual report In 
addition to identifying the lACUC-approved exceptions, this summary includes a bnef explanation of the exceptions, as well as the species and number of animals affected. 

4 ) The .-itlending vetennanan for this research facHity has appre^nate authonty to ensure the provision of adequate vetennary care .?nd to oversee the adequacy of cfher 
.ispects of animal care and use. 


CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL 
(Chief Executive Officer or Legally Responsible Institutional official) 
I certify that the above is true, correct, and complete (7 U.S.C. Section 2143) 


I SIGNATURE OF C.E.O. OR INSTITUTIONAL OFFICIAL | NAME & TITLE OF C.E.O. OR INSTITUTIONAL OFFICIAL (Type or PnnI] I DATE SIGNED 

(b)(6), (b)(7)C I 1 '-2^2006 



APHIS FORM 7023 
(AUG 91) 


(Replaces VS FORM 18-23 (Oct 38), which is obsefete 


PART 1 - HEADQUARTERS 


( 



































APHIS Form 7023 Column E Explanation 


This form is intended as an aid to compieting the APHIS Form 7023 Column E explanation. It is not an official form and its 
use is voluntary. Names, addresses, protocols, veterinary care programs, and the like, are not required as part of an 
explanation. A Column E explanation must be written so as to be understood by lay persons as well as scientists. 


1 . Registration Number: 33-R-0023 

2/3. Species (common name) & Number of animals used in this study: 
Dogs (4) 


4. Explain the procedure producing pain and/or distress. 

Animals received a new pharmaceutical agent intravenously as part of a dose range finding study for mandated safety 
testing and exhibited adverse clinical signs consistent with a mild to moderate anaphylactoid reaction. 

5. Provide scientific justification why pain and/or distress could not be relieved. State methods or means used to determine 
that pain and/or distress relief would interfere with test results. (For Federally mandated testing, see Item 6 below) 

This study was conducted in support of tests required for development of pharmaceutical agents in humans. In the study, 
one dog was treated with a corticosteroid to limit progression of the clinical signs. Signs in the other 3 dogs resolved 
spontaneously within 1 hour. Treatment of all dogs or use of anesthetic, analgesic or tranquilizing agents may have 
interfered with the toxicity profile of the new pharmaceutical agent. 

6. What, if any, federal regulations require this procedure? Cite the agency, the code of Federal Regulations (CFR) title 
number and the specific section number (e.g., APHIS. 9 CFR 1 13.102): 

Agency: The study was conducted per the FDA Guidance CFR: 
document titled: M3 Guidance on Nonclinical Safety 
Studies for the Conduct of Human Clinical Trials for 
Pharmaceutics, Federal Register, Vol. 62, November 25, 

1997, paged 62922. Docket No. 97D-0147. 




